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SOTRADECOL®

(Sodium Tetradecyl Sulfate Injection)
For intravenous Use Only
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DESCRIPTION
Sodmm tetradecyi suliate is an anionic surt which as a white, waxy 30lid. 7-Ethyl-2-methyl-4-

suifate sodium sait:

S #® (Sodium Tetradecyl Suifste injection) is a sterile 0 for use as

scierosing agent. Each mL di rt sultat 10mgoraomg bmzvldeoholoozml.mdmbntc
di y 0.72 mg in Water for | 7l pH 7.0-8.1; p end/or
h added, if ded, for pH adj
CI.llchl. PHAIIAOOIMV
yl suitate) is a mild sch g agent. inj intima
i ion and f ion. This Ity ludes the inj d vein. Sub E{ ion of fibrous
tissue results in partial or vein obliterati
IIIDIGATIOIS AND USAGE
i of smail d varicose vei th lo\nrelmlmnm that show simpie dilation
with comp'!ent valves. The benefit-to-risk ratio should be in sel who are great lufgtccl
risks due to conditions such as old age.
OOI‘I’IAIIDICAHONS
in h i to the drug; in acute superticiat thrombophiebitis;
ugnmcam valvular or dnep vein mcompetom huge superficial voms \vnh vuda Oopen communications 10 deeper
veins; phiebitis migrans; acute cellulitis; atiergic condmom, acute i d by bdomi
and polvk: tumors uniess the tumor has bun i such olled di
toxic hyperthy losis, sepsis, biood dyscrncu and acute
y or skin di
WARNINGS
Since severe ad! local effects, i ing tissue is, may occur l- ing i S decote
(Sodi Ti O Suity jection), should be ini only by a physi tamiliar with proper injection
technique. Extremo care in medlo placement and using the mini { 8t sach injection site are,

therefore, important.

Allergic nlcnomhavoboonraponod Theretore,asap i i hylactoid shock, it is recommended
that 0.5mL of S bei into a varicosity, f by observation of the patient for several hours
before administration of a ucond of larger dose. TM "llity o' an tion should be kept in
mind, and the physician should be prepared to treat it .ppropvmoly in cmom. emergencies, 0.25 mL of 1:1000
Epinephrine injection {0.25 mg) intravenously should be used and side lied with antihi ines.
PRECAUTIONS
GENERAL
Venous sclerotherapy should not be undertaken if tests such as me Tnnddonbovg and Perthes, and angiography
show significant vaivutar or deep The phy id bear in mind the fact that injection
necrosis is likely to result from extravascular injection of scierosing agents.
Extnme cuut;on must be exercised in the presence of undeviymg arterial di such as perip!
or Qiitis obli (Buomr‘s

The drug should only be admini. d by physici molnllmuhrwﬁhln P injecti que.
B of the danger of th i into the deep tor

fvul hould be carried out and slow injections with a small lmount (nm over 2 mL) of the

hould bo d into the varicosity. in particular, desp p Yy must be by

ungwgmphy and/or the Pom\oa test before scierotherapy is undertaken.




The incidence of recurrenca is low if the patient wears slastic stockings.
DRUG INTERACTIONS L . I
No well-controlied studies have been performed on patients taking sntiowuslstory sgents. The physician must use

Embolism ngny,qqcur-;cmoﬁ'u-l four weeks after injection of ! sultete

judg and any p taking anti y drugs pror 10 Initieting with
{sodi cy! sulfate). (See ADVERSE REACTIONS.
Heparin should not be suded in the same syringe as Sotradecol®. since the two are incompstible.
ot e, CARCINOGENESIS, MUTAGENESIS, IMPAMMENT OF FERTILITY | - ¢
When tested in the L5178Y TX °/~ mouse lymphoma assay, sodi sitate did not d
in the fr of thy & defici and judgedio b genicin e
this system. However, no long-term animal 0 with decy! sultate have been
pertormed. -
PREGNANCY :
T genic Effects. 9 Category C. A P cth N been p n
10 determine whether this drug atfects fertility in males or has _ or has other adverse
eftects on the fetus. There are no weil-controlied in preg but igational and 0
sxperience does not de any positiy of effects on the fetus. Although there is no ciearty
fined risk, such exp de the possibliity of q or subtie age 10 the fotus.
NURSING MOTHERS )
It is not known whether this drug is din ik, B many drugs are axcreted in humen milk,
caution shouid be d when b yl suitate injection is k dtoa -

ADVERSE REACTIONS
Local reactions consisting of pain, urticaria or uiceration may occur st the site of injection. A permanent
discoloration, usually small and hardly noticeable but which may b ) fre

remain along the path of the d vein segment. Sloughing and is of tiesus may occur following

extravasation of the drug.

Systemic reactions, except for allergic ones, have been slight. These include hesdachs, nauses and vomiting.

Aliergic reactions such as hives, hay and anaph shock have been reported. (See .
e . WARNINGS.) : - o
h Tttt Cos One death has been reported in & patient wh ived Sotradecol® (sodi yi suitate) had been o

receiving an antiovulatory agent. L IeES

Another death (fatal puimonary embolism) has been reported in a 36-year-old with sodi ‘

tetradecy! acetate and who was not taking oral contraceptives. ) B <

DOSAGE AND ADMINISTRATION -

For intravenous use only. Do not use if pi or d. The gth of soluti ired

Q on
the size and degree of varicosity. In general, the 1% solution will be found most usetul with the 3% solution
preterred for larger varicosities. The dossge should be kept small, using 0.5102 mL (preferadly 1 mL maximum) for

sach injection, and the ( single d not 10 ml

P | drug P houid be insp d y for particulste matter and discolorstion prior W
iy and "

HOW SUPPLIED

Sotradecol® (Sodium Tetradecyl Suifate injection)
1% —2 mL DOSETTE® ampuls packaged in 5s (NDC 0841-1514-34)
3% -2 mL DOSETTE® amputls packaged in 58 (NDC 0641-1518-34)

STORAGE
Store at controtisd room temperature 15°-30°C (59°-86*F).
L e e i i AMIMAL TOXICOLOGY
R T T ST T e e o S The i LDyo Of 800 yi sulfate in mice was reported to be 90 + 5 mo/kg.
In the rat, the acute ints LDy of s0di y! sulfate was esti d to be b 72 mg/kg and 108
mg/kg.
Puritiad sodium tetradecy! suifate was found to have an LDxe of 2 9/kg when ini d orally by tube

as a 25% aqueous solution to rats. in rats given 0.15 g/kg in drinking water for 30 days, no appreciabie toxicity was
seen although some growth inhibition was discernibie.
. . . .

Additional package inserts may be d by the P donal Dep
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5 DOSETTE® Ampuls
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Open-—slide tray out —

Each contains 2 mbL

NDC 0641-1514-34

SOTRADEGOL 1%

(SODIUM TETRADECYL SULFATE INJECTION]
FOR INTRAVENOUS USE ONLY

Each mL contains sodium tetradecyi sulfate 10 mg,
benzyl aicohot 0.02 mL and dibasic sodium phosphate,
anhydrous 0.72 mg in Water for Injection. pH 7.0-8.1;
monobasic sodium phosphate and/or sodium hydrox-
ide added, if needed, for pH adjustment.

WARNING: Do not use if precipitated.

USUAL DOSE: See package insert.

Store at controlied room temperature 15°-30°C (59°-
86°F).

To open ampul, ignore color line: break at constriction.

Caution: Federal law prohibits dispensing without
prescription.

Product Code: 1514-34 B-41514b

%i ELKINS-SINN, INC. Cherry Hill, NJ 08003-4099
4 subsiciary of & H Rotuns Company. | -

2 mbL bOSETTE® amryl

SOTRADECOL®

(SODIUM TETRADECY] |
SULFATE IKJECTiOK) M

FOR IV use ONLY i
DO NOT USE IF 1% 0
PRECIPITATED ‘e
£A-1814D . '.

LOT 000000 1

EXP. 00700 o

ELKINS-SINN. INC.
CHERRY HILL. NJ 02OC3

é/at/g/g
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5 DOSETTE® Ampuls Each contains 2 mL
NDC 0641-1516-34

SOTRADECOL 3%

(SODIUM TETRADECYL SULFATE INJECTION)
FOR INTRAVENOUS USE ONLY

Each mL contains sodium tetradecyl sulfate 30 mg,
benzyl alcohol 0.02 mL and dibasic sodium phosphate,
anhydrous 0.72 mg in Water for injection. pH 7.0-8.1;
monobasic sodium phosphate and/or sodium hydrox-
ide added, if needed, for pH adjustment.

WARNING: Do not use if precipitated.

USUAL DOSE: See package insert.

Store at controlied room temperature 16°-30° C (59°-
B6°F).

To open ampul, ignore color line; break at constriction.
Caution: Federal law prohibits dispensing without
prescription.

Product Code: 1516-34 B-41516b
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ELKINS-SINN, INC. Cherry Hiil, NJ 08003-4099 .

A eubuisry of A N Robina Compan

2 miooseTTe® anryy

SOTRADECOL®

{SADIUM TETRADECYL
SULFATL INJECTION) I

fOR IV USE ONLY "
DO NOT USE IF D e
PRECIPITATED . X

2415160 .t

LOT 000000 i

EXP. 00/00 1
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CHERRY HILL &) 08003

1988



